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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 4/19/10 
has been entered. 

2. Applicant's arguments filed 4/1 9/1 0 have been fully considered but they are not 
deemed to be persuasive. 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. Claims 1-4 and 8-17 are pending in this office action. 

5. The rejection of claims 1-4 and 8-17 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Kiyoshige et al. (US 4,689,221) and Lawlor (US 6,706,256) is 
withdrawn because of the amendment to the claims. 
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Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl^ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-4 and 8-17 stand rejected under 35 U.S.C. 103(a) as being 

unpatentable over Kleinberg et al. (US Patent 6,436,370) in view of Coll-Palagos et al. 

(US Patent 4,309,409) for the reasons made of record in Paper No. 20100419 and as 

follows. 

Applicant argues that "[t]o establish a prima facie case of obviousness under 



§103, the Examiner has the burden of showing, by reasoning or evidence, that: 1) there 
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is some suggestion or motivation, eitlier in tlie references tliemselves or in tine 
l^nowledge available in the art, to modify that reference's teachings; 2) there is a 
reasonable expectation on the part of one of ordinary skill in the art that the modification 
or combination has a reasonable expectation of success; and 3) the prior art references 
(or references when combined) teach or suggest all the claim limitations. MPEP §2145. 
Applicants submit that the burden of a prima facie case of obviousness has not been 
met due to a failure of the prior art references teach or suggest all the claim limitations" 

In response t o item 1 , "there is some suggestion or motivation, either in the 
references themselves or in the knowledge available in the art, to modify that 
reference's teachings". 

Weinberg teaches an oral composition (i.e., a chewing gum) comprising 
abrasives/polishing agents (i.e., calcium carbonate or arginine bicarbonate) wherein 
they necessarily exhibit adhesive properties from 20-60%, and may also be in other 
forms such as paste, mouth washes and gels. 

Coll-Palagos is added because their composition of an oral dentifrice in a dental 
cream comprises polishing material zinc oxide (i.e., water insoluble) that may be 
present in the amount ranging from 40-67% (see col. 2, lines 5-6). Because Weinberg's 
teaches their formulation may be in the form of chewing gum, tablet, mouth washes and 
gels and paste, one of ordinary skill in the art would have been motivated to substitute 
Weinberg's composition comprising the polishing agent of calcium carbonate with zinc 
oxide of Coll-Palagos into Weinberg's chewing gum formulation. It should be noted that 
this a composition claim. Applicant's reason or motivation to modify the reference may 
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often suggest what the inventor has done, but for a different purpose or to solve a 
different problem. It is not necessary that the prior art suggest the combination to 
achieve the same advantage or result discovered by applicant. See, e.g.. In re Kahn, 
441 F.3d 977, 987, 78 USPQ2d 1329, 1336 (Fed. Cir. 2006) (see MPEP 2144). 

Item 2, there Is a reasonable expectation on the part of one of ordinary skill in the 
art that the modification of Kleinberg's composition to include Coll-Palagos 
compositions would be expected to give a reasonable expectation of success because 
both compositions are directed to a dentifrice product that comprises a polishing agent 
(I.e., a retentive agent). And also because "A chemical composition and Its properties 
are Inseparable. Therefore, if the prior art teaches the identical chemical structure, the 
properties applicant discloses and/or claims are necessarily present. In re Spada, 91 1 
F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990), and "where the claimed and 
prior art products are Identical or substantially identical In structure or composition, or 
are produced by Identical or substantially identical processes, a prima facie case of 
either anticipation or obviousness has been established, (see MPEP 21 12.01). 

With regards to item 3, it is evident that when Weinberg and Coll-Palagos are 
combined the claimed limitations of the Instant application are met. 

Additionally, the density Is 59,000-76,000 per square millimeter Is not recited In 
the claim. However, the recitation that Coll-Palagos teaches that zinc oxide Is In the 
amount of 0.05%-2.0% is correct. It should be noted that Coll-Palagos also teach that 
zinc oxide from 13-80% and 40-67% are preferred (see col. 2, lines 1-5). 
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Applicant's arguments have been fully considered but they are not persuasive, 
for the reasons given above and re-iterated below. Furthermore MPEP2112.1 teaches 
As stated in the MPEP 21 1 2.01 "Products of identical chemical composition can not have mutually 
exclusive properties." A chemical composition and its properties are inseparable. Therefore, if the prior art 
teaches the identical chemical structure, the properties applicant discloses and/or claims are necessarily 
present. In re Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). "Where the claimed 
and prior art products are identical or substantially identical in structure or composition, or are produced 
by identical or substantially identical processes, a prima facie case of either anticipation or obviousness 
has been established. Additionally the herein-claimed properties of "visible on 2-3 molar.. ..for 
5-6- minutes after chews...." do not lend patentability to the claims because they are 
inherent properties of the formulation that would be produced following the suggestions 
of the phor art. See MPEP § 2145, paragraph II, which states, "Granting a patent on the 
discovery of an unknown but inherent function... "would remove from the public that 
which is in the public domain by virtue of its inclusion in, or obviousness from, the prior 
art'", and, "The fact that appellant has recognized another advantage which would flow 
naturally from following the suggestion of the prior art cannot be the basis for 
patentability when the differences would otherwise be obvious." 
In summary 

Weinberg teaches a dental oral composition (i.e., a chewing gum or a tablet) may 
comprise abrasives/polishing agents from 20-60%, a pH buffer (i.e., arginine 
bicarbonate which ensures pH neutrality), a surfactant (i.e., sodium lauryl sulfate) and 
an oral care active (i.e., a fluoride) as required by instant claim 1 (see col. 5, lines 29- 
33, col. 6, lines 16-20, 27-34, and 46-50) for the treatment of dental conditions such as 
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dental sensitivity (as required by instant claim 14). Kleinberg also teaches that the oral 
active care is a fluoride ion source that provides approximately 10-1500 ppm of fluoride 
ion (see col. 6, lines 18-20, as required by instant claims 8 and 9). Since Kleinberg 
teaches a chewing gum, it is reasonable that the chewing gum is in a solid unit dosage 
form (as required by Instant claim 10). With regards to instant claim 13, once the 
chewing gum is being placed in the oral cavity and chewed it intrinsically would buffer 
the oral cavity saliva to a pH of above neutrality as high as pH 9 (see col. 5, lines 29-34) 
wherein the buffer is an amino acid buffer (i.e., arginine bicarbonate, as required by 
instant claim 1 1 , see col. 5, lines 29-34). It is reasonable that once the chewing gum 
comprising abrasives/polishing agents from 20-60% is chewed, intrinsically the 
polishing/abrasive agents will adhere to the teeth surface for a period of time (as 
required by instant claims 1 , 3, 4, 13 and 16) and the mouth/oral cavity saliva will be 
buffered as required by instant claim 13-14 and 16 . Because Kleinberg does not teach 
their oral composition as effervescent, it is reasonable to conclude that Kleinberg is a 
non-effervescent composition (i.e., as it relates to claim 1). 

It should be noted that In re Harris, 409 F.3d 1339, 74 USPQ2d 1951 (Fed. Cir. 
2005) found that a claimed alloy was upheld as obvious over a prior art alloy that taught 
ranges of weight percentages overlapping, and in most instances completely 
encompassing, claimed ranges. See MPEP 2144.05. 

However Kleinberg fails to specifically recite what comprises their abrasives or 
polishing agents. Coll-Palagos et al. is therefore introduced. 
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Coll-Palagos et al. teach an oral dentifrice formulation comprising an abrasive 
zinc oxide (i.e., water insoluble) that may be present in the amount ranging from 40- 
67%, having a pH adjuster (i.e., phosphate buffer), a fluoride ion source (SnF2KF), a 
surfactant (i.e., sodium lauryl sulfate) (as it relates to claims 1, 8, 10-11, see col .2, lines 
1-6, 24-30 and col. 3, lines 38 and 55-62). With regards to the limitation of claims 1-2, 
15 and 17 wherein the retentive agent has a water solubility of 1g/30 g at 25°C, this 
reasonably is an inherent property of the compound, because products of identical 
chemical composition can not have mutually exclusive properties (see MPEP 2112.01). 
With regards to instant claim 4, once the composition containing a pH adjuster, an 
active oral care, a surfactant and a water insoluble retentive agent (abrasive/polishing 
agents as known in the art) is placed in the mouth, reasonably 0.5%-20% by weight of 
the composition will deposit on the tooth surface. Because Coll-Palagos does not teach 
their oral composition as effervescent, It is reasonable to conclude that Coll-Palagos is a 
non-effervescent composition (i.e., as it relates to claim 1). Because, Coll-Palagos 
teaches zinc oxide in their composition (i.e., identical compounds to the claimed 
invention), they intrinsically would have the same solubility of lg/30g at 25°C or less than 
Ig/IOOg at 25°C. Therefore the limitations of claims 1-2, 12 and 15-17 are met. 

One of ordinary skill in the art would also expect the composition when chewed 
will be visible on 4-5 molars for 5-60 minutes because the same agents used in Coll- 
Palagos are the same recited in the claim 1 . 

However, Coll-Palagos fails to teach a solid dosage form. 
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Even though Weinberg fails to recite the specific abrasive used in the 
composition, one of ordinary skill in the art would have been motivated to expand the 
oral solid chewable dentifrice composition taught by Weinberg to include zinc oxide of 
Coll-Palagos because Weinberg teaches generically that a dental oral composition (i.e., 
a chewing gum or a tablet) may comprise abrasives/polishing agents from 20-60%. 

With regards to claim 12, the printed matter on a label or package insert of a kit 
or container does not lend patentable weight as a limitation of the claimed product, 
composition, or article of manufacture, absent a functional relationship between the 
label or package insert of a kit and the product, composition, or article of manufacture of 
a kit or container. See In re Haller 73 USPQ 403 (CCPA 1947), where it is held that 
application of printed matter to old article cannot render the article patentable. In the 
opinion text of In re Haller, it is stated that: "whether the statement of intended use 
appears merely in the claim or in label on the product is immaterial so far as the 
question of patentability is concerned ... In accordance with the patent statutes, an 
article or composition of matter, in order to be patentable, must not only be useful and 
involve invention, but must also be new. If there is no novelty in an article or 
composition itself, then a patent cannot be properly granted on the article or 
composition, regardless of the use for which it is intended. The difficulty is not that 
there can never be invention in discovering a new process involving the use of an old 
article, but that the statutes make no provision for patenting of an article or composition 
which is not, in and of itself, new". 
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Moreover, the claimed articles of the kit remain fully functional absent the 
labeling or printed instructions for use. 

Nevertheless, in the instant case, the kit claims are drawn to an old article or 
composition, which further comprises labeling instructions. The intended use, which is 
recited on the label or package of the insert, lacks a function relationship because the 
insert or label does not physically or chemically affect the chemical nature within the 
article of manufacture, and furthermore, the old article or old composition of the kit can 
still be used by the skilled artisan for other purposes. Therefore the old article or 
composition which are comprised with the claimed kit are unpatentable over the prior 
art, because they function equally effectively with or without the labeling, and 
accordingly no functional relationship exists between the instructions for use and the 
composition. 

Thus because claim 12 is drawn to an article of manufacture comprising an old 
composition of a kit and a package insert, the instructions on the insert bearing no 
patentable weight with regard to this rejection under 35 USC 103. 

7. No claim is allowed. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SHIRLEY V. GEMBEH whose telephone number is 
(571 )272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, BRANDON FETTEROLF can be reached on 571-272-2919. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



IS. V. G./ 

Examiner, Art Unit 1618 
8/25/10 



/Robert C. Hayes/ 

Primary Examiner, Art Unit 1649 



